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DETAILED ACTION 

Specification 

1 . The disclosure is objected to because of the following informalities: 

a. Page 12 Line 5 has the phrase "inner wall 1i" and should be corrected. 
Appropriate correction is required. 

Claim Objections 

2. Claims 2 and 3 are objected to because of the following informalities: 

b. Claim 2 cites "a said stop means" which lacks sufficient antecedent basis 
"said" should be removed. Appropriate correction is required. 

Claim Rejections - 35 USC §112 

3. The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

4. Claims 2, 3, 9-1 1 and 21 are rejected under 35 U.S.C. 1 1 2, second paragraph, 
as being indefinite for failing to particularly point out and distinctly claim the subject 
matter which applicant regards as the invention. 

5. Claim 2, 3, 9-1 1 and 21 recites the limitation "the needles" in claim 18. There is 
insufficient antecedent basis for this limitation in the claim. 
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Claim Rejections - 35 USC § 102 

6. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

7. Claim 18 is rejected under 35 U.S.C. 102(b) as being anticipated by Bachynsky 
(US 5,971,953). 

Bachynsky discloses a device for needle biopsy with a syringe cylinder 
(cylindrical section, 21 , see Figure 1), with a plunger displaceable therein (lower piston 
32) as well as with a needle means (Figure 1 shows the device having a needle 
means), wherein the needle means has at least one needle whose channel opens into 
the interior of the cylinder (Figure 1 shows the needle 18 having a channel which opens 
into the cylinder), and a ventilation means is formed by at least one overflow channel 
(Figure 2 shows an enlarged diameter section 25 with a plurality of overflow channels), 
which is formed at a distance from the syringe bottom in the inner wall of the cylinder 
(formed some distance form the needle end of the syringe, see Figure 1), wherein the 
length of the channel in the direction of the cylinder axis (see Figure 2) makes it 
possible that the volume between the bottom and the plunger can be temporarily 
connected with the interior of the cylinder that is located above the plunger via at least 
one overflow channel (see Figures 3-5). 
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Claim Rejections - 35 USC § 103 

8. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

9. The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

1 0. This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 1 03(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant is advised of the obligation 
under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 103(a). 
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1 1 . Claim 19 is rejected under 35 U.S.C. 103(a) as being unpatentable over 
Bachynsky (US 5,971 ,953) in view of Gibbs (US 6,482,1 87 B1 ) . 

Bachynsky fails to disclose the device in accordance with claim 18 wherein the 
needle means has a plurality of needles. 

Gibbs discloses an injection device comprising a plurality of needles. Both 
Bachynsky and Gibbs teach injection devices. Thus it would be obvious to a person of 
ordinary skill in the art at the time of the invention to modify the device disclosed by 
Bachynsky to include a plurality of needles as taught by Gibbs in order to reduce 
trauma, see Column 8, Lines 55-59. 

12. Claim 21 is rejected under 35 U.S.C. 103(a) as being unpatentable over 
Bachynsky (US 5,971 ,953) in view of Gibbs (US 6,482,1 87 B1 ) and Ferrell (US 
3,552,394). 

Bachynsky fails to disclose the device in accordance with claim 18 wherein the 
needle means has a plurality of needles and at least some of the puncture needles of 
the needle means have different lengths. 

Gibbs discloses an injection device comprising a plurality of needles. Both 
Bachynsky and Gibbs teach injection devices. Thus it would be obvious to a person of 
ordinary skill in the art at the time of the invention to modify the device disclosed by 
Bachynsky to include a plurality of needles as taught by Gibbs in order to reduce 
trauma, see Column 8, Lines 55-59. 
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Ferrel teaches a syringe device comprising a plurality of needles (33 and 34) 
having different lengths, see Figure 2. 

Both Bachynsky/Gibbs and Ferrell teach syringe devices. Thus it would have 
been obvious to a person of ordinary skill at the time of the invention to modify the 
device taught by Bachynsky/Gibbs to include a plurality of needles having different 
lengths as taught by Ferrell in order to allow the needles to penetrate to varying skin 
levels in the patient, see Column 2, Lines 50-55). 

13. Claim 20 is rejected under 35 U.S.C. 103(a) as being unpatentable over 
Bachynsky (US 5,971 ,953) in view of Ferguson (US 6,972,006 B2 and 
US2004/0054332A1 ). 

Bachynsky fails to disclose the device in accordance with claim 18 wherein at 
least one indicator projection, which projects from the inner wall of the cylinder and can 
be overcome by the plunger, is provided at a distance from the bottom of the cylinder. 

Ferguson teaches a syringe device comprising at least one indicator projection 
(tactile ridges, 333), which projects from the inner wall of the cylinder and can be 
overcome by the plunger (see Figure 3 and Column 5 Lines 29-54), is provided at a 
distance from the bottom of the cylinder. 

Both Bachynsky and Ferguson teach syringe devices. Thus, it would have been 
obvious to a person having ordinary skill in the art at the time of the invention to modify 
the device disclosed by Bachynsky to include indicator projections as taught by 
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Ferguson in order to provide useful tactile feedback to users who are rushed or in low 
lighting situations, see Ferguson Column 3, Lines 9-16. 

14. Claims 2 and 3 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Bachynsky (US 5,971 ,953) in view of Gibbs (US 6,482,187 B1 ) and Erez et al. (US 
6,290,683). 

Bachynsky fails to disclose the device of claim 18 wherein the device has a stop 
means, which limits the depth of penetration of the needles into the body in a defined 
manner and Bachynsky further fails to teach the device wherein a spacer, which has 
holes associated with the needles and can be pushed over the needles in order to limit 
the depth of penetration into the body, is provided at least as a stop means. 

Gibbs discloses an injection device comprising a plurality of needles. Both 
Bachynsky and Gibbs teach injection devices. Thus it would be obvious to a person of 
ordinary skill in the art at the time of the invention to modify the device disclosed by 
Bachynsky to include a plurality of needles as taught by Gibbs in order to reduce 
trauma, see Column 8, Lines 55-59. 

Erez et al teaches a device wherein the device has a stop means (sleeve 32) 
which limits the depth of penetration of the needle into the body in a defined manner 
(see Figures 4a and 4b) and a spacer (sleeve 36 acts as a spacer), which has a hole 
associated with the needle (the needle has a hole 35 associated with it) and can be 
pushed over the needle in order to limit the depth of penetration into the body (Figure 4b 
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shows the device in a compressed state where the sleeve has been pushed over the 
needle limiting the device to a depth d), is provided at least as a stop means. 

Both Bachynsky/Gibbs and Erez teach injection devices. Thus it would be 
obvious to a person of ordinary skill in the art at the time of the invention to modify the 
device disclosed by Bachynsky/Gibbs to include a spacer stop means as taught by Erez 
in order to provide a means to control the injection depth of devices, see Column 5, 
Lines 34-44. 

15. Claim 9 is rejected under 35 U.S.C. 103(a) as being unpatentable over 
Bachynsky (US 5,971 ,953) in view of Gibbs and Rieck (US 2,551 ,902). 

Bachynsky fails to disclose the device for needle biopsy in accordance with claim 
18 wherein a common protective sleeve, which can be attached by plugging to the 
syringe cylinder over the needles, is provided for all needles. 

Gibbs discloses an injection device comprising a plurality of needles. Both 
Bachynsky and Gibbs teach injection devices. Thus it would be obvious to a person of 
ordinary skill in the art at the time of the invention to modify the device disclosed by 
Bachynsky to include a plurality of needles as taught by Gibbs in order to reduce 
trauma, see Column 8, Lines 55-59. 

Rieck teaches an injection device comprising a common protective sleeve 
(sleeve 42, see Figure 2), which can be attached by plugging to the syringe cylinder 
over the needles (is frictionally mounted about the cup, see Figure 2 and Column 2 
Lines 42-46), is provided for all needles. 
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Both Bachynsky and Rieck teach injection devices. Thus it would be obvious to 
a person of ordinary skill in the art at the time of the invention to modify the device 
disclosed by Bachynsky to include a protective cap over the needles as taught by Rieck 
in order to protect the device while being transported or handled, see Column 2, Lines 
42-46. 

16. Claims 10 and 11 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Bachynsky (US 5,971 ,953) in view of Gibbs and Ishikawa (US 3,757,780). 

Bachynsky fails to teach the device for needle biopsy in accordance with claim 
18 wherein a filter means is arranged in the path between the opening of the channels 
into the tips of the needles and the interior of the syringe cylinder, wherein the filter 
means comprises individual filter inserts in the tip-side end area of the needles. 

Gibbs discloses an injection device comprising a plurality of needles. Both 
Bachynsky and Gibbs teach injection devices. Thus it would be obvious to a person of 
ordinary skill in the art at the time of the invention to modify the device disclosed by 
Bachynsky to include a plurality of needles as taught by Gibbs in order to reduce 
trauma, see Column 8, Lines 55-59. 

Ishikawa teaches a device wherein a filter means (filter 23, see Figure 4) is 
arranged in the path between the opening of the channels into the tips of the needles 
and the interior of the syringe cylinder (see Figure 4), wherein the filter means 
comprises individual filter inserts in the tip-side end area of the needles (see Figure 4). 
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Both Bachynsky and Ishikawa teach injection devices. Thus it would have been 
obvious to a person of ordinary skill at the time of the invention to modify the device 
disclosed by Bachynsky to include an individual filter insert as taught by Ishikawa in 
order to remove contaminates from the ejection fluid, see Column 1 , Lines 49 -53. 




Conclusion 

1 7. The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure and additional information on cited references can be found in 
Form 892. 



Contact Info 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to MICHAEL C. STOUT whose telephone number is 
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(571)270-5045. The examiner can normally be reached on M-F 7:30-5:00 Alternate 
(Fridays). 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Joe Del Sole can be reached on 571-272-1 130. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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